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HHS’s estimate, based on historical ex-
perience, of the average time needed by 
each entity to perform the activities 
for which it is responsible. 

[57 FR 7138 and 7213, Feb. 28, 1992, as amended 
at 60 FR 20048, Apr. 24, 1995] 

Subpart G [Reserved] 

Subpart H—Participation in Pro-
ficiency Testing for Labora-
tories Performing Nonwaived 
Testing 

SOURCE: 57 FR 7146, Feb. 28, 1992, unless 
otherwise noted. 

§ 493.801 Condition: Enrollment and 
testing of samples. 

Each laboratory must enroll in a pro-
ficiency testing (PT) program that 
meets the criteria in subpart I of this 
part and is approved by HHS. The lab-
oratory must enroll in an approved 
program or programs for each of the 
specialties and subspecialties for which 
it seeks certification. The laboratory 
must test the samples in the same 
manner as patients’ specimens. For 
laboratories subject to 42 CFR part 493 
published on March 14, 1990 (55 FR 9538) 
prior to September 1, 1992, the rules of 
this subpart are effective on September 
1, 1992. For all other laboratories, the 
rules of this subpart are effective Janu-
ary 1, 1994. 

(a) Standard; Enrollment. The labora-
tory must— 

(1) Notify HHS of the approved pro-
gram or programs in which it chooses 
to participate to meet proficiency test-
ing requirements of this subpart. 

(2)(i) Designate the program(s) to be 
used for each specialty, subspecialty, 
and analyte or test to determine com-
pliance with this subpart if the labora-
tory participates in more than one pro-
ficiency testing program approved by 
CMS; and 

(ii) For those tests performed by the 
laboratory that are not included in 
subpart I of this part, a laboratory 
must establish and maintain the accu-
racy of its testing procedures, in ac-
cordance with § 493.1236(c)(1). 

(3) For each specialty, subspecialty 
and analyte or test, participate in one 
approved proficiency testing program 

or programs, for one year before desig-
nating a different program and must 
notify CMS before any change in des-
ignation; and 

(4) Authorize the proficiency testing 
program to release to HHS all data re-
quired to— 

(i) Determine the laboratory’s com-
pliance with this subpart; and 

(ii) Make PT results available to the 
public as required in section 353(f)(3)(F) 
of the Public Health Service Act. 

(b) Standard; Testing of proficiency 
testing samples. The laboratory must ex-
amine or test, as applicable, the pro-
ficiency testing samples it receives 
from the proficiency testing program 
in the same manner as it tests patient 
specimens. 

(1) The samples must be examined or 
tested with the laboratory’s regular pa-
tient workload by personnel who rou-
tinely perform the testing in the lab-
oratory, using the laboratory’s routine 
methods. The individual testing or ex-
amining the samples and the labora-
tory director must attest to the rou-
tine integration of the samples into the 
patient workload using the labora-
tory’s routine methods. 

(2) The laboratory must test samples 
the same number of times that it rou-
tinely tests patient samples. 

(3) Laboratories that perform tests 
on proficiency testing samples must 
not engage in any inter-laboratory 
communications pertaining to the re-
sults of proficiency testing sample(s) 
until after the date by which the lab-
oratory must report proficiency testing 
results to the program for the testing 
event in which the samples were sent. 
Laboratories with multiple testing 
sites or separate locations must not 
participate in any communications or 
discussions across sites/locations con-
cerning proficiency testing sample re-
sults until after the date by which the 
laboratory must report proficiency 
testing results to the program. 

(4) The laboratory must not send PT 
samples or portions of samples to an-
other laboratory for any analysis 
which it is certified to perform in its 
own laboratory. Any laboratory that 
CMS determines intentionally referred 
its proficiency testing samples to an-
other laboratory for analysis will have 
its certification revoked for at least 
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one year. Any laboratory that receives 
proficiency testing samples from an-
other laboratory for testing must no-
tify CMS of the receipt of those sam-
ples. 

(5) The laboratory must document 
the handling, preparation, processing, 
examination, and each step in the test-
ing and reporting of results for all pro-
ficiency testing samples. The labora-
tory must maintain a copy of all 
records, including a copy of the pro-
ficiency testing program report forms 
used by the laboratory to record pro-
ficiency testing results including the 
attestation statement provided by the 
PT program, signed by the analyst and 
the laboratory director, documenting 
that proficiency testing samples were 
tested in the same manner as patient 
specimens, for a minimum of two years 
from the date of the proficiency testing 
event. 

(6) PT is required for only the test 
system, assay, or examination used as 
the primary method for patient testing 
during the PT event. 

[57 FR 7146, Feb. 28, 1992, as amended at 58 
FR 5228, Jan. 19, 1993; 68 FR 3702, Jan. 24, 
2003] 

§ 493.803 Condition: Successful partici-
pation. 

(a) Each laboratory performing non-
waived testing must successfully par-
ticipate in a proficiency testing pro-
gram approved by CMS, if applicable, 
as described in subpart I of this part 
for each specialty, subspecialty, and 
analyte or test in which the laboratory 
is certified under CLIA. 

(b) Except as specified in paragraph 
(c) of this section, if a laboratory fails 
to participate successfully in pro-
ficiency testing for a given specialty, 
subspecialty, analyte or test, as de-
fined in this section, or fails to take re-
medial action when an individual fails 
gynecologic cytology, CMS imposes 
sanctions, as specified in subpart R of 
this part. 

(c) If a laboratory fails to perform 
successfully in a CMS-approved pro-
ficiency testing program, for the ini-
tial unsuccessful performance, CMS 
may direct the laboratory to undertake 
training of its personnel or to obtain 
technical assistance, or both, rather 
than imposing alternative or principle 

sanctions except when one or more of 
the following conditions exists: 

(1) There is immediate jeopardy to 
patient health and safety. 

(2) The laboratory fails to provide 
CMS or a CMS agent with satisfactory 
evidence that it has taken steps to cor-
rect the problem identified by the un-
successful proficiency testing perform-
ance. 

(3) The laboratory has a poor compli-
ance history. 

[57 FR 7146, Feb. 28, 1992, as amended at 60 
FR 20048, Apr. 24, 1995; 63 FR 26737, May 14, 
1998; 68 FR 3702, Jan. 24, 2003] 

§ 493.807 Condition: Reinstatement of 
laboratories performing nonwaived 
testing. 

(a) If a laboratory’s certificate is sus-
pended or limited or its Medicare or 
Medicaid approval is cancelled or its 
Medicare or Medicaid payments are 
suspended because it fails to partici-
pate successfully in proficiency testing 
for one or more specialties, subspecial-
ties, analyte or test, or voluntarily 
withdraws its certification under CLIA 
for the failed specialty, subspecialty, 
or analyte, the laboratory must then 
demonstrate sustained satisfactory 
performance on two consecutive pro-
ficiency testing events, one of which 
may be on site, before CMS will con-
sider it for reinstatement for certifi-
cation and Medicare or Medicaid ap-
proval in that specialty, subspecialty, 
analyte or test. 

(b) The cancellation period for Medi-
care and Medicaid approval or period 
for suspension of Medicare or Medicaid 
payments or suspension or limitation 
of certification under CLIA for the 
failed specialty, subspecialty, or 
analyte or test is for a period of not 
less than six months from the date of 
cancellation, limitation or suspension 
of the CLIA certificate. 

[58 FR 5228, Jan. 19, 1993, as amended at 60 
FR 20048, Apr. 24, 1995] 
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